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DETAILED ACTION 
Change of Examiner 

The examiner assigned to the instant application has changed. The new 
examiner is Melissa Mercier. Contact information is provided at the end of this Office 
Action. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
February 20, 2007 has been entered. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
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were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 18-32 and 37-38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ahmed et al. (US Patent 6,667,053). 

Ahmed discloses a liposome having a lipid bi-layer, where the lipid bi-layer 
including either the L or D stereoisomer of an ether lipid. The liposome may be used as 
an anti-cancer agent (abstract). The ether lipid has the following formula: 



CH 2 — O — YtY 2 
CH — Z — CH 3 

CH 2 — O — P(Oh— O — CHjCaaNCCH;^ 

wherein Y, is (CH 2 ) >!l (CH=CH) >82 (CH 2 ) K 3(CH=:CH), l4 
(CH 2 ), s (GH=CH)„ 6 (CH 2 )„ 7 (CH=C^) nS (CH 2 ) K9 , The sum 
of Hl+2n2+a3+2n4+n5+2n6+n7+2n8+i29 is ao integer of 
from 3 to 23, nl is zero or an integer of from 1 to 22, n3 is 
zero or an integer of from 1 to 19, nS is zero or an integer 
of from 1 to 16, n7 is zero or an integer of from zero to 16, 
n9 is zero or an integer of from 1 to 10, and each of n2, n4, 
n6 and 8 is independently zero or 1, Y 2 is CH 3 or C0 2 H. 

Z is oxygen or sulfur, Preferably, Z is O; accordingly, this 
invention's glycerol-based etherlipids preferably have a 
melboxy group at the sn-2 position of their glycerol back- 
bone. 

Also disclosed is a pharmaceutical composition comprising a pharmaceutical^ 
acceptable carrier and the liposome's, in additon to a method of treating a mammal 
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afflicted with a cancer, including carcinoma. The method comprises administering the 
compositions to the mammal, in an amount containing an anticancer effective amount of 
the ether lipid. Typically, the anticancer effective amount of the ether lipid is from about 
0.1 mg of the ether lipid per kg of the body weight of the mammal to about 1000 mg per 
kg (column 3, lines 36-48). The method can also comprise administration of an 
additional bioactive agent, e.g., an antineoplastic agent, antimicrobial agent, therapeutic 
lipid or hematopoietic cell growth stimulating agent, to the mammal (column 3, lines 49- 
52). 

The composition is further disclosed as comprising a pharmaceutical^ 
acceptable carrier, including dextrose, saline, preservatives, and antioxidants (column 
10, lines 16-41). 

Regarding the form of administration and dosing schedule, Ahmed discloses 
formulations for oral administration; it is the examiners position that one of ordinary skill 
in the art would possess the knowledge in order to prepare a variety of formulations 
including foods, emulsions, syrups, tablets, gums, and liquids. It is further the position 
of the examiner that one of ordinary skill in this art would have the knowledge for 
determining optimum dosing schedules of the composition in order to obtain the 
optimum therapeutic effect of the compound. 

Applicant is reminded that where the general conditions of the claims are met, 
burden is shitted to applicant to provide a patentable distinction. Where the general 
conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
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optimum or workable ranges by routine experimentation. See In re Aller, 220 F.2d 454 
105 USPQ 233,235 (CCPA 1955). 

It would have been obvious to a person of ordinary skill in the art to expand upon 
the teaching of Ahmed in order to prepare composition suitable for the treatment of skin 
damage, since Ahmed discloses the same compositions claimed to be used for the 
treatment of cancer including carcinoma and ether lipids are disclosed as being 
cytotoxic to cancer cells and have been shown to be effective anticancer agents, but 
generally non toxic to most normal cells (column 1 , lines 57-68). 

Since ethers are the active compounds, it is the examiners position that one of 
ordinary skill in the art would expect similar results irrespective of source, such as, 
shark liver oil recited in claim 23. 

Claims 18-32, and 37-38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mayhew et al. (US Patent 5,942,246). 

Mayhew discloses liposome's which contain ether lipids having the formula: 

ch 2 -o — Ri 

CH — Z — X* 

I 

CH 2 Bis* 

Wherein, R1 of the ether lipid, the chain attached at the carbon #1 position of its 
glycerol backbone by way of an oxygen, has the formula Y1 , Y2, Y2 is CH3 or C02H; 
the sum of n1+2n2+n3+2n4+n5+2n6+n7+2n8+n9 is an integer of from 3 to 23; that is, 
the acyl chain is from 4-24 carbon atoms in length. n1 is equal to zero or is an integer of 
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from 1 to 23; n3 is equal to zero or is an integer of from 1 to 20; n5 is equal to zero or is 
an integer of from 1 to 17; n7 is equal to zero or is an integer of from 1 to 14; n9 is equal 
to zero or is an integer of from 1 to 1 1 ; and each of n2, n4, n6 and 8 is independently 
equal to zero or 1 . The hydrocarbon chain is preferably saturated, that is, it preferably 
has no double bonds between adjacent carbon atoms, each of n2, n4, n6 and n8 then 
being equal to zero. Alternatively, the chain can have one or more double bonds, that is, 
it can be unsaturated, and one or more of n2, n4, n6 and n8 can be equal to 1 . 

Z is oxygen, sulfur, NH, or -NHC(O)-, Z then being connected to the methyl 
group by way of either the nitrogen or carbonyl carbon. Z can also be --OC(O)-, it then 
being connected to the methyl group by way of either the oxygen or carbonyl carbon 
atom. 

R2 is an alkyl group, or a halogen-substituted alkyl group, having the formula 
(C(X1 )n10 (X2)n1 1 )n12 CX3 X4 X5, wherein each of X1 , X2, X3, X4, and X5 is 
independently hydrogen or a halogen. n10 is equal to zero, 1 or 2; n1 1 is equal to zero, 
1 , or 2; and n12 is equal to zero or an integer of from 1 to 23 (column 3, line 65 through 
column 4, line 45). 

The composition is further disclosed as comprising a pharmaceutical^ 
acceptable carrier, including dextrose, saline, preservatives, and antioxidants (column 
8, lines 16-41). 

Regarding the form of administration and dosing schedule, Ahmed discloses 
formulations for oral administration; it is the examiners position that one of ordinary skill 
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in the art would possess the knowledge in order to prepare a variety of formulations 
including foods, emulsions, syrups, tablets, gums, and liquids. It is further the position 
of the examiner that one of ordinary skill in this art would have the knowledge for 
determining optimum dosing schedules of the composition in order to obtain the 
optimum therapeutic effect of the compound. 

Applicant is reminded that where the general conditions of the claims are met, 
burden is shitted to applicant to provide a patentable distinction. Where the general 
conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
optimum or workable ranges by routine experimentation. See In re Aller, 220 F.2d 454 
105 USPQ 233,235 (CCPA 1955). 

It would have been obvious to a person of ordinary skill in the art to expand upon 
the teaching of Mayhew in order to prepare composition suitable for the treatment of 
skin damage, since Mayhew discloses the same compositions claimed to be used for 
the treatment of cancer including carcinoma and ether lipids are disclosed as being 
cytotoxic to cancer cells and have been shown to be effective anticancer agents, but 
generally non toxic to most normal cells (column 1 , lines 23-37). 

Since ethers are the active compounds, it is the examiners position that one of 
ordinary skill in the art would expect similar results irrespective of source, such as, 
shark liver oil recited in claim 23. 

Claims 18-38 rejected under 35 U.S.C. 103(a) as being unpatentable over Levin 
(US Patent 5,514,591), in view of Fuisz (US Patent 5,518,730). 
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Levin discloses the use of shark liver oil to be applied topically as an anti-wrinkle, 
anticancer, anti-inflammatory, agent (abstract). Applicant's disclosure on page 8 
discloses a method for extracting diacylglyceryl ether from shark liver oil. Therefore, it is 
the examiners position that the use of shark liver oil would inherently possess the ether 
compound and thus the administration of shark liver oil would yield the same results. 

Levin does not disclose the shark liver oil being orally administered. 

Fuisz discloses the oral administration of shark liver oil. The composition may 
further comprise a variety of additives including excipients, lubricants, buffering agents, 
disintegrating agents, stabilizers, foaming agents, pigments, coloring agents, fillers, 
bulking agents, sweetening agents, flavoring agents, fragrances, release modifiers, 
adjuvants, plasticizers, flow accelerators, polyols, granulating agents, diluents, binders, 
buffers, absorbents, glidants, adhesives, antiadherents, acidulants, softeners, resins, 
demulcents, solvents, surfactants, emulsifiers, elastomers and mixtures thereof (column 
10, lines 1-12). 

Regarding the form of administration and dosing schedule, Ahmed discloses 
formulations for oral administration; it is the examiners position that one of ordinary skill 
in the art would possess the knowledge in order to prepare a variety of formulations 
including foods, emulsions, syrups, tablets, gums, and liquids. It is further the position 
of the examiner that one of ordinary skill in this art would have the knowledge for 
determining optimum dosing schedules of the composition in order to obtain the 
optimum therapeutic effect of the compound. 
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Applicant is reminded that where the general conditions of the claims are met, 
burden is shitted to applicant to provide a patentable distinction. Where the general 
conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
optimum or workable ranges by routine experimentation. See In re Aller, 220 F.2d 454 
105 USPQ 233,235 (CCPA 1955). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to have combined the teachings of Levin with the dosage forms 
taught by Fuisz in order to obtain the convenience of administering a single dose of a 
medication (column 1, lines 10-12). 

Conclusion 

No claims are allowable. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Melissa S. Mercier whose 
telephone number is (571 ) 272-9039. The examiner can normally be reached on 
7:30am-4pm Mon through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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